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Directive 2001/83/EC and Directive 2004/24/EC   

 

 

• Herbal medicinal product: 

Any medicinal product, exclusively containing as active 

ingredients one or more herbal substances or one or more 

herbal preparations, or one or more such herbal substances in 

combination with one or more such herbal preparations; 
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Definition Herbal medicinal products 



• Herbal preparations:  

Preparations obtained by subjecting herbal substances to treatments 

such as extraction, distillation, expression, fractionation, purification, 

concentration or fermentation. These include comminuted or powdered 

herbal substances, tinctures, extracts, essential oils, expressed juices 

and processed exudates. 

• Herbal substances: 

All mainly whole, fragmented or cut plants, plant parts, algae, fungi, 

lichen in an unprocessed, usually dried, form, but sometimes fresh. 

Certain exudates that have not been subjected to a specific treatment 

are also considered to be herbal substances. Herbal substances are 

precisely defined by the plant part used and the botanical name 

according to the binomial system (genus, species, variety and author) 
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Quality requirements and naming of Herbal substances 

• The quality of herbal medicinal products is determined by the 

quality of the starting plant material, in-process controls, GMP 

controls, process validation and by specifications applied to them 

throughout development and manufacture. 
 

• Consistent quality of products of herbal origin can only be assured if 

the starting plant material is defined in a rigorous and detailed 

manner, particularly the specific botanical identification of the plant 

material used. It is also important to know the geographical source 

and the conditions under which the herbal substance is obtained in 

order to ensure that the material is of consistent quality. 
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Quality requirements and naming of Herbal substances 
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• The ‘Guideline on Good Agricultural and Collection Practice for starting 

materials of herbal origin’ provides recommendations for an appropriate 

quality assurance system on the cultivation and harvesting of plant 

materials. 

• In addition, in accordance with European medicines legislation, the quality 

dossier should address potential contamination by micro-organisms, 

products of micro-organisms, pesticides, toxic metals, radioactive 

contamination, fumigants, etc. Thus, the potential for residues of 

fumigation agents should be fully considered. 

 Guideline on Quality of Herbal Medicinal Products/ 

 Traditional Herbal Medicinal Products. 

 CPMP/QWP/2819/00 Rev 1, EMEA/CVMP/814/00 Rev 1 
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QUALITATIVE AND QUANTITATIVE PARTICULARS OF THE ACTIVE 
SUBSTANCE(S) OF A HERBAL MEDICINAL PRODUCT 

 
• All herbal substances/herbal preparations are essentially defined by their 

production process and their specifications; 
 

• Standardized herbal substances/herbal preparations are adjusted to a 

given content of constituents with known therapeutic activity within an 

acceptable tolerance; standardization is achieved by adjustment of the 

herbal substances/herbal preparations with excipients or by blending 

batches of herbal substances and/or herbal preparations; 
 

• Quantified herbal substances/herbal preparations are adjusted to a defined 

range of constituents (active markers); adjustment is exclusively achieved 

by blending batches of herbal substances and/or herbal preparations; 
 

• Other herbal substances/herbal preparations are active substances for 

which neither constituents with known therapeutic activity nor active 

markers are known. These herbal substances/herbal preparations are not 

adjusted to a defined content of analytical marker. 
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Herbal substances and herbal preparations consisting of 

comminuted or powdered herbal substances 
 

 
EXAMPLES 
 

•  Active substance 

Name: Sennae folium  

Quantity: 415-500 mg, corresponding to 12.5 mg of 

hydroxyanthracene glycosides, calculated as Sennoside B. 
 

• Active substance 

Name: Salicis cortex  

Quantity: 4 g, corresponding to 40 to 48 mg of total phenolic 

glycosides, expressed as salicin. 
 

• Active Substance 

Name: Valerianae radix 900 mg 

 



Naming  of Herbal substances in SmPC section 2 

EMA/HMPC/CHMP/CVMP/287539/2005 Rev.1 
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European Pharmacopoeia 
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Information from the Registration Dossier 
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SmPC section 2 
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3.2.S.2.2.1 Specification Herbal substance  
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SmPC section 2 



Ga in menu naar Beeld > Model > Notitiemodel om deze titel te veranderen.. 

  

THANK YOU FOR YOUR ATTENTION  
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